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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Repiy 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above Is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) □ Responsive to comnnunication(s) filed on 



2a) □ This action is FINAL. 2b) K This action is non-final. 

3) □ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

dosed in accordance with the practice under Ex parte Qu^^35 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) B Claim(s) 12-16 is/are pending in the applica 

4a) Of the above, claim(s) is/are withdrawn from considers 

5) □ Claim(s) is/are allowed. 

6) K Claim(s) ^2-76 is/are rejected. 

7) □ Claim(s) is/are objected to. 

8) □ Claims are subject to restriction and/or election requirem 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are objected to by the Examiner. 

11) 0 The proposed drawing correction filed on is: aP approved b)ndisapproved. 

12) n The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
a)n All b) □ Some* c) [INone of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) □ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
AttachnDent(s) 

15) ^ Notice of References Cited (PTO-892) 18) □ Interview Summary (PTO-413) Paper No(s). 

16) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 19) □ Notice of Informal Patent Application (PTC- 152) 

17) 0 Information Disclosure Statement(s) (PTO-1449) Paper No{s). ^ 20) □ aher: 
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DETAILED ACTION 



Priority 



A reference to the prior applications has been inserted as the first sentence of the 
specification of this application to indicate that Applicant is relying on the filing date of the prior 
applications under 35 U.S.C. 1 19(e) or 120. The specification indicates that Serial No. 
08/322,782 is not U.S. Patent 5,521,003. However, the correct patent number is 5,521,303. 
Correction is required. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless -- 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use 
or on sale in this country, more than one year prior to the date of application for patent in the United States. 



Claim 12 is rejected under 35 U.S.C. 102(b) as being anticipated by HOWARD (US 
3,846,541). 

HOWARD discloses combination drug therapy, comprising ethyl p- 
chlorophenoxyisobutyrate or the acid and (1) DEAE Sephadex, (2) cholestyramine, or (3) 
cholestipol to reduce serum cholesterol in humans with hyperlipidemia. See Tables I and II and 
Tests 1 and 2. Thus, the claim is anticipated. 



Claim Rejections - 35 U.S.C. §102 
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Claims 12-14 are rejected under 35 U.S.C. 102(b) as being anticipated by EAST et al 
(Annals Int. Med., 1988). 

EAST discloses combination drug therapy, comprising lovastatin and gemfibrozil, to 
reduce serum cholesterol in humans with hyperlipidemia. See particularly page 25, left-hand 
column and Tables 2 and 3. Thus, the claims are anticipated. 

Claim Rejections - 35 US. C. § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CAR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 



and potential 35 U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 
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Claims 12 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
KRAUSE (US 4,859,703). 

The claims are drawn to a method for lowering serum cholesterol in humans comprising 
adminstration of a first compound that reduces serum cholesterol levels and a second compound 
that reduces serum cholesterol, wherein the second compound is an ACAT inhibitor. 

KRAUSE teaches a single dose combination of one of a number of hypocholestemic 
agents and an ACAT inhibitor. See examples 4-13 and col 5, lines 46-63, 

KRAUSE does not specifically exemplify the administration of the compositions to 
humans to lower serum cholesterol. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to administer the compositions, comprising an ACAT inhibitor and another 
hypocholestemic agent, taught by KRAUSE to humans. The ordinarily skilled practitioner would 
be motivated to achieve a lowering of serum cholesterol with a reasonable expectation of 
success. 

Claims 12-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over LANGE et 
al (WO 90/12579). 

The invention is as set forth above. Dependent claims 13, 14, and 16 further limit the first 
compound (a cholesterol esterase inhibitor) and second compound (a cholesterol synthesis 
blocker, particularly lovastatin). 
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LANGE teaches the administration of sulfated polysaccharides, which act as inhibitors of 
human cholesterol esterase, to lower serum cholesterol. See abstract, page 5, and example 4. The 
reference further suggests the use of said polysaccharides in combination with other agents 
having cholesterol-lowering activity. Particular agents suggested by the reference are ACAT 
inhibitors (see page 14, lines 19-25) and lovastatin (see page 15, lines 21-24). The use of the 
polysaccharides in combination with other agents is not specifically exemplified. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have used the disclosed inhibitors of human cholesterol esterase, the 
sulfated polysaccharides taught by LANGE, in combination with other agents, such as ACAT 
inhibitors or lovastatin. The ordinarily skilled practitioner would have been motivated to obtain 
the combined effect of the agents in lowering serum cholesterol with a reasonable expectation of 
success. 



Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Leigh Maier whose telephone number is (703) 308-4525. The examiner can 
normally be reached on Tuesday, Wednesday, or Friday 7:00 to 3:30 (ET). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Mr. 
Johann Richter (703) 308-4532, may be contacted. The fax phone number for Group 1600, Art • 
Unit 1623 is (703) 308-4556 or 305-3592. 

Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the Technology Center 1600 receptionist whose telephone number is (703) 308- 



Examiner's hours, phone & fax numbers 



1235. 
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Visit the U.S. PTO's site on the World Wide Web at http://www.uspto.gov. This site contains 
lots of valuable information including the latest PTO fees, downloadable forms, basic search 
capabilities and much more. 




Leigh vG!. Maier 
Patent Examiner 
March 20, 2002 



